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DETAILED ACTION 

Election/Restrictions 

Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which are not 
so linked as to fornn a single general inventive concept under PCT Rule 13.1. 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to elect a 
single invention to which the claims must be restricted. 

Group 1 , claim(s) 1-17, drawn to a method for characterization of an HDAC inhibitor or a 
potential HDAC inhibitor comprising detemriining in a sample the amount of a molecular 
marker wherein the sample is derived from cells which have been treated with said 
HDAC inhibitor or potential inhibitor. 

Group 2, claim(s) 18-20, drawn to a diagnostic kit comprising (i) means for determining 
the amount of a molecular marker and (ii) an HDAC inhibitor. 

The inventions listed as groups 1-2 do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or 
corresponding special technical features for the following reasons: 

The technical feature linking groups 1-2 appears to be that they all relate to the special 
technical feature of a method for characterization of an HDAC inhibitor or a potential 
HDAC inhibitor comprising determining in a sample the amount of a molecular marker 
wherein the sample is derived from cells which have been treated with said HDAC 
inhibitor or potential inhibitor. 

However, Jin et al (Molecular and Cellular Biology, 1998, 18(7): 4377-4384) teaches a 
method for characterization of the HDAC inhibitor TSA comprising determining in a 
sample the amount of signal from MDR1 promoter constructs wherein the sample is 
derived from cells which have been treated with TSA (page 4378 left column, in 
particular). 

Therefore, the technical feature linking the inventions of groups 1-2 does not constitute 
a special technical feature as defined by PCT Rule 13.2, as it does not define a 
contribution over the prior art. 

Accordingly, groups 1-2 are not so linked by the same or a corresponding special 
technical feature as to form a single general inventive concept. 
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Species 

This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so 
linked as to form a single general inventive concept under PCT Rule 13.1. 
Claims 1-20 are generic to a plurality of disclosed patentably distinct species of 
"molecular markers" comprising the following: HDAC-2 RNA, HDAC-2 protein, Ubc8 
RNA, UBC8 protein, RLIM RNA. RLIM protein, TRAIL RNA and TRAIL protein (see 
claim 2, for example). The species listed above do not relate to a single general 
inventive concept under PCT Rule 13.1 because, under PCT Rule 13.2, the species 
lack the same or corresponding special technical features for the following reasons: The 
species represent separate and distinct products which are made by materially different 
methods, and are used in materially different methods which have different modes of 
operation, different functions and different effects. Applicant is required, in reply to this 
action, to elect a single species to which the claims shall be restricted if no generic 
claim is finally held to be allowable. The reply must also identify the claims readable on 
the elected species, including any claims subsequently added. An argument that a 
claim is allowable or that all claims are generic is considered non-responsive unless 
accompanied by an election. 

Claims 3, 4, and 11-13 are generic to a plurality of disclosed patentably distinct species 
of "disorders or diseases" comprising the following: skin cancer, melanoma, estrogen 
receptor-dependent breast cancer, estrogen receptor-independent breast cancer, 
ovarian cancer, prostate cancer, etc (see claim 4). The species listed above do not 
relate to a single general inventive concept under PCT Rule 13.1 because, under PCT 
Rule 13.2, the species lack the same or corresponding special technical features for the 
following reasons: Each species represent separate and distinct cell types with different 
morphologies and functions such that one species could not be interchanged with the 
other. Further, the above species are distinct diseases which differ at least in etiology, 
pathology, and mechanisms. Applicant is required, in reply to this action, to elect a 
single species to which the claims shall be restricted if no generic claim is finally held to 
be allowable. The reply must also identify the claims readable on the elected species, 
including any claims subsequently added. An argument that a claim is allowable or that 
all claims are generic is considered non-responsive unless accompanied by an election. 

Claims 10-20 are generic to a plurality of disclosed patentably distinct species of 
"means for determining the amount of a molecular marker" comprising the 
following: an antibody directed against HDAC-2 protein, an antibody directed against 
UBC8 protein, an antibody directed against RLIM protein, an antibody directed against 
TRAIL protein, an oligonucleotide capable of hybridizing to RLIM mRNA, an 
oligonucleotide capable of hybridizing to RLIM cDNA, an oligonucleotide capable of 
hybridizing to UBC8 mRNA, an oligonucleotide capable of hybridizing to UBC8 cDNA, 
etc (see claims 14 and 15). The species listed above do not relate to a single general 
inventive concept under PCT Rule 13.1 because, under PCT Rule 13.2, the species 
lack the same or corresponding special technical features for the following reasons: The 
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species represent separate and distinct products which are made by materially different 
methods, and are used in materially different methods which have different modes of 
operation, different functions and different effects. Applicant is required, in reply to this 
action, to elect a single species to which the claims shall be restricted if no generic 
claim is finally held to be allowable. The reply must also identify the claims readable on 
the elected species, including any claims subsequently added. An argument that a 
claim is allowable or that all claims are generic is considered non-responsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant may be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all 
the limitations of an allowed generic claim as provided by 37 CFR 1.141 . If claims are 
added after the election, applicant must indicate which are readable upon the elected 
species. MPEP § 809.02(a). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sean E. Aeder, Ph.D. whose telephone number is 571- 
272-8787. The examiner can nonnally be reached on M-F: 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Slew can be reached on 571-272-0787. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 
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